Pt. 343

) For products containing
diphenhydramine citrate identified in
§341.12(f). Children 2 to under 6 years of
age: oral dosage is 9.5 milligrams every
4 to 6 hours, not to exceed 57 milli-
grams in 24 hours.

(k) For products containing
diphenhydramine hydrochloride identified
in §341.12(g). Children 2 to under 6 years
of age: oral dosage is 6.25 milligrams
every 4 to 6 hours, not to exceed 37.5
mg in 24 hours.

(I) For products containing doxylamine
succinate identified in §341.12(h). Chil-
dren 2 to under 6 years of age: oral dos-
age is 1.9 to 3.125 milligrams every 4 to
6 hours, not to exceed 18.75 milligrams
in 24 hours.

(m) For products containing
phenindamine tartrate identified in
§341.12(i). Children 2 to under 6 years of
age: oral dosage is 6.25 milligrams
every 4 to 6 hours, not to exceed 37.5
milligrams in 24 hours.

(n) For products containing
pheniramine maleate identified in
§341.12(j). Children 2 to under 6 years of
age: oral dosage is 3.125 to 6.25 milli-
grams every 4 to 6 hours, not to exceed
37.5 milligrams in 24 hours.

(0) For products containing pyrilamine
maleate identified in §341.12(k). Children
2 to under 6 years of age: oral dosage is
6.25 to 12.5 milligrams every 6 to 8
hours, not to exceed 50 milligrams in 24
hours.

(p) For products containing thonzyl-
amine hydrochloride identified in
§341.12(1). Children 2 to under 6 years of
age: oral dosage is 12.5 to 25 milligrams
every 4 to 6 hours, not to exceed 150
milligrams in 24 hours.

(g) For products containing triprolidine
hydrochloride identified in §341.12(m).
Children 4 to under 6 years of age: oral
dosage is 0.938 milligram every 4 to 6
hours, not to exceed 3.744 milligrams in
24 hours. Children 2 to under 4 years of
age: oral dosage is 0.625 milligram
every 4 to 6 hours, not to exceed 2.5
milligrams in 24 hours. Infants 4
months to under 2 years of age: oral
dosage is 0.313 milligram every 4 to 6
hours, not to exceed 1.252 milligrams in
24 hours.

(r) For products containing
diphenhydramine citrate identified in
§341.14(a)(5). Children 2 to under 6
years of age: oral dosage is 9.5 milli-
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grams every 4 hours, not to exceed 57
milligrams in 24 hours.

(s) For products containing
diphenhydramine hydrochloride identified
in §341.14(a)(6). Children 2 to under 6
years of age: oral dosage is 6.25 milli-
grams every 4 hours, not to exceed 37.5
milligrams in 24 hours.

[51 FR 35339, Oct. 2, 1986, as amended at 52 FR
30057, Aug. 12, 1987; 54 FR 8509, Feb. 28, 1989;
57 FR 58376, Dec. 9, 1992; 59 FR 4218, Jan. 28,

1994; 59 FR 29174, June 3, 1994; 59 FR 36051,
July 15, 1994]
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AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 355,
360, 371.

SOURCE: 63 FR 56814, Oct. 23, 1998, unless
otherwise noted.

Subpart A—General Provisions

§343.1 Scope.

(a) An over-the-counter analgesic-
antipyretic drug product in a form
suitable for oral administration is gen-
erally recognized as safe and effective
and is not misbranded if it meets each
of the conditions in this part in addi-
tion to each of the general conditions
established in §330.1 of this chapter.
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(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter | of title 21
unless otherwise noted.

§343.3 Definitions.

As used in this part:

Analgesic—antipyretic drug. An agent
used to alleviate pain and to reduce
fever.

Cardiovascular drug. An agent used to
prevent ischemic events.

Rheumatologic drug. An agent used for
the treatment of rheumatologic dis-
orders.

Subpart B—Active Ingredients
§343.10 [Reserved]

§343.12
ents.

(a) Aspirin.

(b) Buffered aspirin. Aspirin identi-
fied in paragraph (a) of this section
may be buffered with any antacid in-
gredient(s) identified in §331.11 of this
chapter provided that the finished
product contains at least 1.9 milli-
equivalents of acid-neutralizing capac-
ity per 325 milligrams of aspirin as
measured by the procedure provided in
the United States Pharmacopeia 23/Na-
tional Formulary 18.

Cardiovascular active ingredi-

§343.13 Rheumatologic active ingredi-
ents.
(a) Aspirin.

(b) Buffered aspirin. Aspirin identi-
fied in paragraph (a) of this section
may be buffered with any antacid in-
gredient(s) identified in §331.11 of this
chapter provided that the finished
product contains at least 1.9 milli-
equivalents of acid-neutralizing capac-
ity per 325 milligrams of aspirin as
measured by the procedure provided in
the United States Pharmacopeia 23/Na-
tional Formulary 18.

§343.20 [Reserved]

§343.22 Permitted combinations of ac-
tive ingredients for cardiovascular-
rheumatologic use.

Combinations containing aspirin
must meet the standards of an accept-
able dissolution test, as set forth in
§343.90. The following combinations are

§343.80

permitted: Aspirin identified in §§343.12
and 343.13 may be combined with any
antacid ingredient identified in §331.11
of this chapter or any combination of
antacids permitted in accordance with
§331.10(a) of this chapter provided that
the finished product meets the require-
ments of §331.10 of this chapter and is
marketed in a form intended for inges-
tion as a solution.

Subpart C—Labeling
§§ 343.50-343.60 [Reserved]

§343.80 Professional labeling.

The labeling of an over-the-counter
drug product written for health profes-
sionals (but not for the general public)
shall consist of the following:

(a) For products containing aspirin
identified in §§8343.12 and 343.13 or per-
mitted combinations identified in §343.22.
(These products must meet United
States Pharmacopeia (USP) standards

for dissolution or drug release in
§343.90.)
(1) The labeling contains the fol-

lowing prescribing information under
the heading ‘‘Comprehensive Pre-
scribing Information” and the sub-
headings ““Description,” “Clinical
Pharmacology,” *“Clinical Studies,”
“Animal Toxicology,” “Indications and
Usage,” ‘‘Contraindications,” ‘‘Warn-
ings,” “Precautions,” ‘““Adverse Reac-
tions,” ““Drug Abuse and Dependence,”
““Overdosage,” ‘“‘Dosage and Adminis-
tration,” and ‘‘How Supplied” in the
exact language and the exact order pro-
vided as follows:

COMPREHENSIVE PRESCRIBING
INFORMATION

DESCRIPTION

(Insert the proprietary name and the estab-
lished name (if any) of the drug, type of dosage
form (followed by the phrase ‘‘for oral adminis-
tration’’), the established name(s) and quantity
of the active ingredient(s) per dosage unit, the
total sodium content in milligrams per dosage
unit if the sodium content of a single rec-
ommended dose is 5 milligrams or more, the es-
tablished name(s) (in alphabetical order) of any
inactive ingredient(s) which may cause an aller-
gic hypersensitivity reaction, the pharma-
cological or therapeutic class of the drug, and
the chemical name(s) and structural formula(s)
of the drug.) Aspirin is an odorless white,
needle-like crystalline or powdery substance.
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